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>~ Food and Drug Admlnistratlon%,,0

Washington, DC 20204
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6265 “98 SEP21 PI:51Michael 1.. Kobielak

President
Ancient Herbs, Inc.
835 Potts Avenue

Green Bay, Wisconsin

Dear h4r. Kobielak:

5’4304

This is in response to your letter of September 8, 1998 to the Foocl and Drug Administration
(FDA) pursuant to 21 U.S. C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)). Your submission states that Ancient Herbs, Inc. is making the
following claims, among others, for the products:

St. John’s Wort Extract

“ . to treat wounds and burns”
‘,. . natural therapy for mild to moderate depression”
‘, effective as synthetic antidepressants ...”
“ . .the leading treatment for mild to moderate depression”
“Less costly than synthetic antidepressants”
<<. . studied as a treatment for Aids, sev”eral forms of cancer, bedwetting in children,
skin diseases such as psoriasis, rheumatoid arthritis, peptic ulcers and even
hangovers”

Standardized Ginkgo Biloba Extract

“ relieve symptoms of coughs, asthma and depression”
“Assists in delaying the progression of Alzheimer’s”
“Decreases the risk of blood clots”
“Reduces impotency due to decreased blood flow”
“Assists in reducing migraine headaches”

Standardized Echinacea Extract

“... reducing the frequency,
“Helps fight infection”

symptoms and duration of the common cold and flu”

“Helps reduce severity of infections”
‘<. . .reducing occurrences of yeast infections... ”
“Helps shorten duration of colds and flu”
“May accelerate healing”
“. should be taken at the onset of symptoms until 48 hours after symptoms
disappear... ”
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100% Pure Wisconsin American Ginseng

“Reduction in serum cholesterol”
“May [essen menopausal side effects”
“Reduction in stomach irritation”
<’. . reduce harmful effects of alcohol”

Standardized Bilberry Extract

“ . treatment for diarrhea and minor inflammation”

“May reduce progression of cataracts”

Standardized Saw Palmetto Extract

“.. for problems associated with the urinary tract, reproductive systems... ”
“ . . .offers therapeutic and nutritional support for the prostate gland without unpleasant
side effects”
<’. . .reducing symptoms caused by an enlarged prostate... ”

“reduced inflammation of bladder & enlarged prostate”

Standardized Grape Seed Extract

“.. leading to cancer, heart disease, and many other illnesses”
“Promotes faster healing”
“Decreases risk of heart disease”

These claims suggest that these products are intended to treat, prevent, mitigate, or cure
disease.

Your submission also states that Ancient Herbs, Inc. is using citations to one or more

articles or other sources, some of which (for example; Health Counselor, “Saw Palmetto -
Nature’s Answer to an Enlarged Prostate, ” by Michael T. Murray, N. D., Vol. 6 No. 4;
NNFA Today, “Ginkgo Biloba Found Effective for Treatment of Alzheimer’s, ” VO}.11 no.
10; and Hypericum and Depression, by Harold H. Bloomfield, Mikael Nordfors, M. D.,
Peter McWilliams, copyright 1997) appear to suggest that the products are intended to treat,

prevent, mitigate, or cure disease.

21 U.S .C. 343(r)(6) makes clear that a statement included in labeling under the authority
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of diseases. The statements that you are making for these products
suggest that they are intended for use to treat, prevent, mitigate, or cure diseases or as
alternatives to approved disease therapies. These claims do not meet the requirements of
21 U.S .C. 343(r)(6). These claims suggest that these products are intended for use as drugs
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“ Supports rebuilding of healthy connective tissue

Ancient Herbs Standardized Grape Seed Extract:
Benefits of Grape Seed Extract may include:

c Improved resistance to environment toxins
“ Potent antioxidant
“ Promotes healthy circulatory tlmction
Q Strengthens capillaries and blood vessels
“ Enhances immune response
● Promotes faster healing
“ Decreases risk of heart disease
● Promotes healthy skin

Ancient Herbs Saw Palmetto Extract:
Benefits of Saw Palmetto may include:

● Provide nutritional support for maintaining normal prostate health
“ Reduced inflammation of bladder & enlarged prostate
‘ Improved urinary flow
● Decreased urinary frequency
“ No significant side effects

Section 101.93 (a) (2) (iii) The name of the dietary ingredient or supplement that is the subject of
the statement, if not provided in the text of the statement;

Provided in the text of the statements above

Section 101.93 (a) (2) (iv) The name of the dietary supplement (including brand name), if
not provided in response to paragraph (a) (2) (iii) on whose label, or in whose labeling, the
statement appears.

Provided in the text of the statements above.

Section 101.93 (a) (3) The notice shall be signed by a responsible individual or the person
who can certify the accuracy of the information presented and contained in the notice. The
individual shall certify that the information contained in the notice is complete and
accurate, and that the notifying firm has substantiation that the statement is truthful and
not misleading.

I, Michael L. Kobiela~ certifi that the information contained in the notice is complete and
accurate, and that the notifiing firm, Ancient Herbs, Inc., has substantiation that the statement is
truthfil and not misleading /1
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100% Pure Wisconsin American Ginseng

“Reduction in serum cholesterol”
“May lessen menopausal side effects”
“Reduction in stomach irritation”
“... reduce harmful effects of alcohol”

Standardized Bilberry Extract

“ . . .treatment for diarrhea and minor inflammation”
“May reduce progression of cataracts”

Standardized Saw Palmetto Extract

“... for problems associated with the urinary tract, reproductive systems... ”
<<. . offers therapeutic and nutritional support for the prostate gland without unpleasant
side effects”
“ . . . reducing symptoms caused by an enlarged prostate... ”
“reduced inflammation of bladder & enlarged prostate”

Standardized Grape Seed Extract

“.. .Ieading to cancer, heart disease, and many other illnesses”
“Promotes faster healing”
“Decreases risk of heart disease”

These claims suggest that these products are intended to treat, prevent, mitigate, or cure
disease.

Your submission also states that Ancient Herbs, Inc. is using citations to one or more
articles or other sources, some of which (for example; Health Counselor, “Saw Palmetto -
Nature’s Answer to an Enlarged Prostate, ” by Michael T. Murray, N. D., Vol. 6 No. 4;
NNFA Today, “Ginkgo Biloba Found Effective for Treatment of Alzheimer’s, ” vol. 11 no.
10; and Hypericum and Depression, by Harold H. Bloomfield, Mikael Nordfors, M. D.,
Peter McWilliams, copyright 1997) appear to suggest that the products are intended to treat,
prevent, mitigate, or cure disease.

21 U. S .C. 343(r)(6) makes clear that a statement included in labeling under the authority
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of diseases. The statements that you are making for these products
suggest that they are intended for use to treat, prevent, mitigate, or cure diseases or as
alternatives to approved disease therapies. These claims do not meet the requirements of
21 U.S. C. 343(r)(6). These claims suggest that these products are intended for use as drugs
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within the meaning of 21 U. S.C. 321(g)(1)(B), and that they are subject (o regulation under
the drug provisions of the Act. If you intend to make claims of this nature, yoL~should contact
FDA’s Center for Drug Evaluation and Research (CDER), Office of Compliance, HFD-3 10,
7520 Standish Place, Rockville, hflary]and 20855.

Please contact us if we may be of further assistance

Sincerely,

.larncs T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
office of Special Nutritional
c’enter for Food Safety

and Applied lNutrition

Copies:
FDA, Center for Drug Evaluation and Research, Office of Compliance, IIFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of Enforcement.

HFC-200
FDA, Minneapolis District Office, Office of Compliance, HFR-MW340

cc:
HFA-224 (w/incoming)
HFA-305 (docket 97 S-0 163)
HFS-22 (cCo)
HFS-456 (File)
HFS-450 (file, r/f, 0SN#61121 )
HFD-310 (BWilliams)
HFD-314 (Aronson)
HFS-600 (Reynolds)
HFS-605 (Bowers)
GCF-1 (Nickerson, Dorsey)
r/d: HFS-456:RMoore:9/ 14/98
Init:GCF-1 :DDorsey:9/ 14/98
f/t: HFS-456:rjm:9/15 /98:docname:61 121.ad\:disc32



‘your .So.vce of Fine Habs “

September 8, 1998

Ancient Herbs, u..,

835 Potts Avenue

Civeen Bay, Wisconsin 54304

Gll Free: I-888-430-H6RB (4372)

Phone: (920) 4948660

FAX: (920) 494-8695

6-~ail: anche&s@netnet, net

Web Site: htip:llwww. ancienAerbs. com

Oflice of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 c St. SW.
Washington, DC 20204

RE: SEC. 101.93 NOTIFICATION PROCEDURES FOR CERTAIN TYPES OF
STATEMENTS ON DIETARY SUPPLEMENTS.

For compliance of section 101.93, we are providing you the notification for certain types of
statements used in the labeling of its products. We currently do not use statements of nutritional
support on our labels of our product. We have provided samples of our labels and information
brochures for your review.

We contacted our local attorney, Richard E. Nell, with Stellpflug, Janssen, Nell & Hammer, S.C.
from DePere, Wisconsin for review of our marketing materials. He stated that as long as we are
sourcing our information on the brochures for what we are stating, we should be in compliance of
the federal laws. I am voluntarily submitting our labels and information materials for your review
to make sure we are in compliance with current laws.

Section 101.93 (a) (2) (i) The name and address of the manufacturer, packer, or distributor
of the dietary supplement that bears the statement;

Ancient Herbs, Inc.
835 Potts Avenue
Green Bay, WI 54304

Section 101.93 (a) (2) (ii) The text of the statement

Ancient Herbs St. John’s Wort Extract:

that is being made;

Benefits of St. John’s Wort may include:
“ Improved mood and sense of well being
● Increased motivation to accomplish tasks
● Greater interest in socializing with others
s Improved productivity
● More energy
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● Decreased feelings of anxiety
Q Improved ability to concentrate
● Less costly than synthetic antidepressants

Ancient Herbs Ginkgo Biloba Extract:
Benefits of Ginkgo Biloba may include:

“ Reduced memory loss
● Improved blood flow to brain and lower extremities
‘ Assists in delaying progression of Alzheimer’s
● Potent antioxidant
● Decreases the risk of blood clots
G Promotes elasticity due to decreased blood flow
c Assists in reducing migraine headaches

Ancient Herbs 100% Pure Wisconsin American Ginseng:
Benefits Ginseng may provide with long term use include:

● Increase in general vitality
● Enhanced immune system
● Promotes longevity
“ May heighten resistance to stress
c Reduction in serum cholesterol

● May lessen menopausal side effects
● Improved concentration and memory
● Reduction in stomach irritation
● May reduce harmfil effects of alcohol and other toxins by promoting quick

expulsion of liver toxins
“ Maintain chemical and metabolic balance

Ancient Herbs Standardized Echinacea Extract:
Benefits of Echinacea may include:

“ Enhanced immune response
“ Helps fight infection
● Helps reduce severity of itiections
● May aid in reducing occurrences of yeast infections (Candida)
c Helps shorten duration of colds and flu
● May accelerate healing

Ancient Herbs Standardized Bilberry Extract:
Benefits of Bilberry may include:

● Promotes healthy eyesight
● Helps improve night vision
● Strengthens capillaries throughout the body
● Antioxidant
● Promotes healthy circulatory function
“ May reduce progression of cataracts
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● Supports rebuilding of healthy connective tissue

Ancient Herbs Standardized Grape Seed Extract:
Benefits of Grape Seed Extract may include:

“ Improved resistance to environment toxins
● Potent antioxidant
“ Promotes healthy circulatory ftmction
c Strengthens capillaries and blood vessels
● Enhances immune response
“ Promotes faster healing
“ Decreases risk of heart disease
“ Promotes healthy skin

Ancient Herbs Saw Palmetto Extract:
Benefits of Saw Palmetto may include:

● Provide nutritional support for maintaining normal prostate health
● Reduced inflammation of bladder& enlarged prostate
“ Improved urinary flow
● Decreased urinary fi-equency
● No significant side effects

Section 101.93 (a) (2) (iii) The name of the dietary ingredient or supplement that is the subject of
the statement, if not provided in the text of the statement;

Provided in the text of the statements above

Section 101.93 (a) (2) (iv) The name of the dietary supplement (including brand name), if
not provided in response to paragraph (a) (2) (iii) on whose label, or in whose labeling, the
statement appears.

Provided in the text of the statements above.

Section 101.93 (a) (3) The notice shall be signed by a responsible individual or the person
who can certify the accuracy of the information presented and contained in the notice. The
individual shall certify that the information contained in the notice is complete and
accurate, and that the notifying firm has substantiation that the statement is truthful and
not misleading.

I, Michael L. Kobielak, certi~ that the information contained in the notice is complete and
accurate, and that the noti~lng firm, Ancient Herbs, Inc., has substantiation that the statement is
truthfhl and not misleading ~;

Signed by: ~~fi ~~~ Dated: ?~y~
k, P esi ent of Ancient Herbs, Inc.
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\BOUT GINSENG...
&
mseng is the most revered medicinal plant in the

$/Id. Known for its ability to promote strength

?d vigor, Ginseng has been a significant part of

~~,nese herbal medicine for the past s,000 years.

~$ Ginseng’s long, established history of use that

k~’aks most impressively of its health benefits.

‘ENEFITS GINSENG MAY PROVIDE

TH LONG TERM USE INCLUDE:
g
~:lncrease in general vitality
f
I; Enhanced immune system
i
~;Promotes longevity
3:,
~~May heighten resistance to stress
ft
)’$Reduction in serum cho[estero[
:,@
~:May lessen menopausal side effectsw.

lmp.rqv#l$cmcentration and memory

. .F4,f ~,wk.o., I ,<.,, m,,,,, -8, i##,~. fmi A&l,’ &idn 1991
,,+,, H.,+,,, ,+wl,h, .n,llxv,) ‘,&i l&,Tc.w,M H Crwrlghl 19! III

& ‘“H.+ ,,/Ck., ,. ,,.. ,,,www+ C8e WHljww?&m,ti, ‘Ellt+ w,. v.,., , l, IN, ,,h”, < “, ( ,,,,,,,,1,, ,,1,!,,
N“,r,,ti (W T0iJ,3 L I“,”L .8tit+( H-1 An,,oxld,ni RI-, for k Pkk,”! h, RdI MC, !kt ,,,, 19,4

- ~:,r’,” “1 &

e:This brochure is intended as information only and

~as medical advice. Always consult a physician for any

fidical problems or concerns.

i

,,

L 997 Ancient Herbs Inc.
@ 1997 Ancient Herbs Inc.

Call 1 -888-430-HERB for more information.

:;; .! ,k
Note: This brochure is intended as informational only and not as

medical advice. Always consult your Physician for any medical

problems or concerns. If pregnant, consult physician before using.

y.....=

A BOUT ST. JOHN’S WORT...

Used for centuries to treat wounds and burns,

St. John’s Wort, also known as Hypericum, has emerged

as a natural therapy for mild to moderate depression.

Numerous clinical studies have shown St. John’s Wort

to be effective as synthetic antidepressants, but with

far fewer and less serious side effects. In Germany,

St. John’s Wort has become the leading treatment

for mild to moderate depression,

B ENEFITS OF ST. JOHN’S WORT

MAY INCLUDE:

Improved mood and sense of well being

Increased motivation to accomplish tasks

Greater interest in socializing with others

Improved productivity

More energy

Decreased feelings of anxiety

Improved ability to concentrate

Less costly than synthetic antidepressants

,!

M.:,,..1 /,O)RE ON ST. JOHN’S WORT...

According to Dr, Harold Bloomfield, author of

Hypericum and Depression, “Hypericum is currently

being medically studied as a treatment for Aids, several

forms of cancer, bedwetting in children, skin diseases

such as psoriasis, rheumatoid arthritis, peptic ulcers and

even hangovers,”

Studies suggest taking 300 mg, of St, John’s Wort

containing 0.30/0 of the active ingredient, hypericin, three

times daily. Improvement is usually noted within

2 to 6 weeks. Ancient Herbs, Inc., brings you the highest

quality, standardized product containing 0.3 °/~hypericin.

SW,.”
Anwrfc.o Jeur”,,l O( N.,”,,{ ,wc.+k ,.,, “Co”m”m C2W,,MII ●ti S,, John% Wml !xlract - h M!dm.1 T, Murray. ..9
s@1997 ..1 4 NO. ,,
H,++ 10, He.,l,h S, ,ohn, i%., 01(,., %,.,,,( , hma~,- w4JlWw.d by lid CO,T,F.,“(m we, i LC .4.WJUU ,997

ffti.~ .--+ OwmWm h, Har.,d M R lk”mf ,eld, Mkad Nordhn, M.D, PEW McWd am%,q, r ,Rh! 1997
x )Ohn,$ Wm NWC $ Fel-ti I+fb, b“ % Sd’elm., M.D. CC@@l w 7.
N-week .+@..,”,, .Fc.wson “.., H,”l,h A Naluf,l Mad Emm,e,- byfi “Ilk, hla} 5, ,,,7

Note: Avoid excessive sun exposure. Do not take with

prescription antidepressants, unless under close supervision

of a health care provider. This brochure is intended as

information only and not as medical advice. Always consult

your physician for any medical problems or concerns.

@ 1997 Ancient Herbs Inc.

Caii 1 -888-430-HERB for more information.
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WHAT

ECHINACEA GINKGO GRAPE SEED
:AN DO FOR YOU... BILOBA CAN DO FOR YOU...

CAN DO FOR YOU...
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w :.!+ ‘BOUT GINKGO BILOBA... s:J’;.&~.-, ‘:

:&i~%$~~{?Pk.of Cb,inese herbal medic~n} for thousands of
+-~~years; Ginkgo Biloba wasm~$iided for its ability

,. .to “benefit the brain,” andr;ellev’wsymptoms of

: “’coughs, asthma and de&#@_.,
,~>~,....... , ..

Todav Ginkgo Biloba%~ most widely
““~LMd~a%d‘“~x~ensivel y rese%ched he”rbs;%!v~iIable. Since

.& -
~,over 400 sci&?&ks~ud I&,,,:s.pport:tJe use

ing and main-
KTi%;j&ed&%tensively

.,.. .
:>,. ,-, ,.
@ A,,1,: .’:

s,-,. ,,,, . .. BOUT GRAPE SEED EXTRACT...,: ,,,.:’
$~.;’{~Grape Seed Extract is a potent antioxidant that
::: ~ ‘: scavenges for free radicals in the body. Free radicals

I :. . are compounds that, in excess, can cause cel I damage
;:

“ leading to cancer, heart disease and many otherI
~ illnesses. Free radicals are formed naturally in the body,

but environmental influences such as smoking,., .;;,
~ :~,:::pesticides, food addltwes, and pollution can contribute

“fto an excessive amount of them. Antioxidants help the,,
..+ bodv neutralize these free radicals.

,j&&&inkg&4Biloti&extractiso%ained~M{the leaves of
7! 9%7”..!%%6!oJ%” m“&tal> G;nk~o Bf~oba tre ,!j ~ world’s oldest

1 -f!. . -
.,

$~’:~”2. : : , ‘5’
.yL.,@!sN! .,:j $><&:. t , :,:.

Echlnacea l~a~natwe+Ame~,c$ ’wild fldwerf commonly’ “
‘~~e crmeflower~belongingto. the sunflower

~~#M fa~i~y#Exte~tively used i~early American medicine,
‘,:,::R,,, befsr~;theadventof antibiotics, clinical studies have
‘~i:: ~Lshohn:Echinadea to be’tan effective irnmtine booster.

)&’
,,

~ +;:. Hel$;fight infection “’!~
:,.. :

“~’. Helps reduce severity of infections.’,+.1
“~”’,! ● May aid in reducing occurrences of yeast

b
,, <,,: [ f.,

.. .,,1%’ infections (Candida)
I

f ‘. Helps shorten duration of colds and flu,,

Sg~M~J~~BoUTEc~,NA.EA...

J T~Echinacea ]$,ti~t an herb to be used continuously,
~M& { ~ but rathefilt!should be taken at the onset of

,.. i H .,,.,.
,! symotoms,,,untll.48 hours after symptoms disappear,

ks. w&.

~~::.r$ta’~e ~a~led ~
,$ ?$#f_ , for Up fO &W/eks. The recommended dose is one or

more$lj10 ~-g; capsules per day or as recommended

&@l~&n~iv?&&arc h ~ by YOU: health,physician. Echinacea F’urpurea extract

~dn~~ntioxidarit { is standardized to contain 47. phenolic compounds

pbbwerfdl?han
,,

Q*,, ,’ Agp4p
‘emmtendedas information on Y

,,
.

‘!Yp;, “‘ ‘
1. ?RJ.J,,

Caution: Clinical studies have shown Echinacea to be extremely safe;
““pi ,, \*& :%, however, people with impaired immune system diseases such as Lupus,

% “ ~f;t, )& t ~.,,,. ,, ,.=,%r>,.#*D,h“u,r9b7. ,.
Chronic Fatigue Syndrome, Multiple Sclerosis, H W or TB should not

AntCmld.n&. .+< I@tcd, 1“1“ 9%> use Echinacea as it mav over stimulate the immune wstem.

E
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A BOUT SAW PALMETTO...
‘cf.”

Native to’t~e Sout ern Atlantic Coast, Saw Palmetto is

ha small’ palm tree {educes large, dark, red berries,
Native Americans and ea Iy settlers used the berries for

\

i

problems;associated with e urinary tract, reproductive

systems~,&td as a general to ~c to nourish the body.

$A~

PALMETTO
CAN DO FOR YOU...


